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APPLICATION FOR A VARIAN&E
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I WI*1 Ipprourvl; I?411MW!

OE~ARATMENT OF HEALTH ANO HUMAN SERVl$e~
Pu8LIC HEALTH SERVICE

FP ‘“ 21 CFR 1040. II(c) F(?
FOOO AND DRUG ADMINISTRATION LA. .{ LIGHT SHOW, DISPL. .

OR DEVICE
1 1

NgTE: No kwcr ligh[ show. projection fyllem, of device may vary from compli~lncc \\ith 21 CFR 1040.1 l(c) in &Siun or u~c uithou[ the Jnt-m\Jl O( (hi. I
applicolion in accordance wilh 21 CFR 1010.4.

—,, . . . . .

INSTRUCTIONS

1. Ch~cL :![1 uppliublc boic, Jnd I;W or prinl \hc rcqucxlcd 3. \l. ]il !our ;Ippli,:ttit)u [o the
DMB ,( HFA-305 )

in form~ lion. oru$ :\cln)ini.[r.lI ion. R1wm Food and Drug Administration
2. Submit m original und t’our (1) wpi~~. 4, Ent<r ~w~ln]~nl \umlwr i~

Room 1-23

C%&50- ~=J@+~.ti ~
12420 Parklawn Drive
Roc.kv.ille,_MD 20857 _

Z. DTIRESS OF COMPANY (/t~hde ///> c Ii) {It P. Q. .%*7 ;, ,,,,?/. )IS’A”A. In 1,”,/ ,rr,l,l ,“!<1,,.. , ,,1,,, )

-.. — —. .--’-’ ‘?.K 349-7 57?=A7A?C”N ~ %“y+y”~ . .

3.NA~AND TITLE UF RESPONSIBLE PERSON 4. TELEPHONE NO (/,,, /,,(/,. ,m.,, I IMh.)

~c c.

years flOm the date of issue.

a. ST NAME AND/OR MOOEL NUMBER(S) FOR THE LASER LIGHT SHOW(S) AND PROJECTOR(S)

$ mJ d ‘7z&5 BA/p%o ~ F<,C /),”*dfi? &?TcL )f; de(- —
b. PRODUC7 FOR WHICH A VARIANCE IS REOUEsTED

c1
c1

:

c. ❑

A LASER DISPLAY DEVICE
(

A PROJECTOR FOR A LASER LiGHT SHOW

::::;::;3%.+ ,’.” *s/l.&

PROJECTORS ARE INTENDED FOR SALE, LEASE. OR LOAN TO OTHER

LASER LIGHT SHOW PROOIJCERS

d. PRODUCT IS INTENDED FOR USE IN A ,.s

❑ PLANETARIUM OR OTHER DOME PROJECTION STRUCTURE
—.

~

❑

b’
•1
•1

‘El
El
c1

THEATER

HOTEL’MOTEL BALLROOM OR MEETING ROOM

STORE DISPLAYS

TRADE SHOW ‘OR CONVENTION

DISCOTHEQUE OR NIGHT CLUB .

PAVILION

INDOOR ARENA

OUTDOOR ARENA

MUSEUM

OUTDOOR UNENCLOSED AR&

OTHER (.%rri[r)

e. PRODUCT IS INTENDED TO BE USED

!!!

.1

AT ONLY ONE (IW#I LOCATION

AT A VARIETY OF (low) LOCATIONS

❑ OTHER (.f/t+/V)

f. PRODUCT IS INTENOED TO CSEUSEO AT ANYONE LOCATION

~ MORE THAN 15 DAYS

❑ MORE THAN 5BUTN37MORE THAN 150AYS

❑ LESS THAN5 DAYS

g. TOUR IS INTENDED TO RuN FOR

❑ MORE THAN6MONThS

1 .0 1.6 MONTHS

h. PROOUCT UTILIZES THE FOLLOWING IA.SER EFFECTS

a
•1
❑
❑
c1

*

0
Iu

c!

FRONT’SCREEN PROJECTWNS

REAR sCREEN PROJECTtONS

HOLOGRAPHIC DISPLAYS

MuLTIPLE REFLECTION,QIFFRACTION EFFECTS

AUDIENCE SCANNING (.-lti, iIw/Iwh wmni,#.e uwl. m*$iMejtrn,mtm,lhvI u,ti,.]

REFLECTIONS FROM VATIONARY MIRRORS OR MIRRORED SURFACES

(Bcirm .Sluwiu.v.)

STATIONARY IRRADIATION OF ROTATING MIRROR BALLS, ETC.

SCANNING IRRADIATION OF ROTATING MIRROR BALLS. ~C.

F18EROPTlC PROJECl10NS

T FOG. SMOKE OR OTHER SCATTERING ENHANCEMENT EFFECTS

❑ OTHER [.$/~~if,j _____

\

“ION LEVELSa. LASER RADI,

LASER MEDIUM (.-I,. }k-%. WC,) 1 WAVE LENGTHS (rim)
!

PEAK POWER IIIU{W

!%

I I
9. lFANYLASER RADIATION lSPULSEO OR XANNED, GIVETHE wLw~RATION AND RATE AND SCANNING FREQUENCY ANOAMPLlmOE

#

EON FOR REQuESTING VARIANCE
.—

n Compliance WITHTHE LIMITSOF ZCFRlw.llIC) WOULD RESTRICT THE INTENDED USE OF THE PROOUCT BECAUSE COM~IANCE WOULD LIMIT THE OUTPUT
PowER TO THE EXTENT THAT THE OESIRED EFFECTS WOULD wTBESUFFICIENTLY VISl BLE

4
OTHER OR ACSDITIONAL EXPLANATION /sJs<~f,-,

flKl,;m

t

Shtife “i&e 4tT@ [e~~ \ ;4 All ~5pec-tS 6J? fb iA-~5
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I. rwAr+r4tn IN WFIILM ii Ia wuwstu rv DEVIATE FF7VM rHt ,+tuultitMtNi> ut itit APPLICABLE STANDARD

a iT IS pROpOSED TO DEVIATE FROM THE PR~W+O?JS OF 21 CFR ,}~’~1 1(c) IN THAT THE ACCESSl~EMISSION LEVE} ‘- ~ULD EXCEEO THE

*

ACCESSIBLE EMISSION LIMITS SPECIFIED 1- ,FR 1040.1 l(c).
IT IS PROPOSED TO DEVIATE FROM THE PRL . ,+ ION OF 21 CFR 10+./.1 l(c) AS FOLLOWS

I&Me /$ “)-w/-2. ADVANTAGES TO BE D RIV D FROM SUCH OEVIATION

~ LASER LIGHT SHOwS ANO OISpLAys ARE ACCEpTEO pOpU~R MEOIA IN ENTERTAINMENT ANO THE ARTS. USE OF POWER LEVELS IN
EXCESS OF THE LIMITS IMPOSED BY 21 CFR 1040.1 l(c) IS NECESSARY TO ACHIEVE THE REQUIRED EFFECTS IN THESE MEDIA.

❑ OTHER OR ADDITIONAL ADVANTAGES (describe and explain)

- EXPLAIN THE ALTERNATE MEANS OF RAOIATION PROTECTION TO BE PROVIDEO. (Check as many boxes as apply. In Item 14 “Remarks,” iusdfy anv boxes
not checked, using addtional sheets as necessary. Stata any o!hec means of rad=don pro:ecdon that * be used.)

. .

a. ~ ALL LASER PROOUCTS,SYSTEMS, SHOWS, AND PROJECTORS WILL BE CERTIFIED TO COMPLY WITH 21 CFR 1040.10 AND THE Condi-
tions OF THIS VARIANCE ANO WILL BE REPORTEO AS REQUIREO BY 21 CFR 100210 AND 1002.12 USING THE REPORTING GUIOES PRO.
VIDEO FOR SUCH PURPOSE. THESE ACTIONS WILL BE ACCOMPLISHED PRIOR TO. ANY INTRODUCTION INTO COMMERCE.

b. ~ EFFECTS NOT SPECIFICALLY INOICATEO IN THIS VARIANCE APPLICATION WILL NOT BE PERFORMED. NO OTHER EFFECTS WILL BE

\ AODED UNTIL AN AMENDMENT TO THE VARIANCE HAS BEEN OBTAINEO AND THE REQUIRED REPORTS OR SUPPLEMENTS, AS
APPLICABLE, HAVE BEEN SUBMITTEO.

SCANNING, PROJECTION, OR REFLECTION OF LASER ANO COLLATERAL RADIATION (LIGHT SHOW RAOIATION) INTO AUOIENCE OR OTHER
ACCESSIBLE UNCONTROLLED AREAS WILL NOT BE PERMiTTED EXCEPT FOR DIFFUSE REFLECTIONS PRODUCED BY THE ATMOSPHERE,
AnDEo ATM@pHERIC SCA~ERING MEDIA, AND TARGET SCREENS.

LASER RAOIATION LEVELS IN EXCESS OF THE LIMITS OF CLASS I WILL NOT BE PERMllTEO AT ANY POINT LESS THAN 3.0 M13ERS ABOVE
ANY SURFACE UPON WHICH PERSONS OTHER THAN OPERATORS, PERFORMERS, OR EMPLOYEES ARE PERMITTED TO STAND OR 2.5
MUERS BELOW OR IN IATERAL Separation FROM ANY PIACE WHERE SUCH PERSONS ARE PERMITTED TO BE. OPERATORS,
PERFORMERS, AND EMPLOYEES WILL NOT BE REQUIREO OR ALLOWEO TO VIEW RAOIATION ABOVE THE LIMITS OF CIASS I OR BE
EXPOSEO TO RAOIATION ABOVE THE LIMITS SPECIFIED IN 21 CFR 1040.1 I(c).

ANY PROOLICT WHICH RELIES ON SCANNING TO MEET ACCESS, EXPCSURE, OR pRODUCT cLAss LIMITS WILL INCORp013ATE A SANNING

SAFEGUARD SYSTEM WHICH DIRECTLY SENSES SCANNER MOTION ANO WHICH WILL REACT FAST ENOUGH TO PRECLUOE =CEEOING
THE APPLICABLE LIMIT.

AU IASER LIGHT SHOWS SHALL BE UNOER THE DIRECT ANO PERSONAL CONTROL OF TRAINED, COMPETENT OPERATOR(SL THE
OPERATOR(S) WILU

~’ (1) IMMEDIATELY TERMINA’& THE EMMISSION OF LIGHT SHOW RADIATION IN THE EVENT OF ANY UNSAFE CONDITION;

~ (2) BE LOCATEO WHERE ALL BEAM PATHS CAN BE DIRECTLY OBSERVEO AT ALL TIMES; ANO

%(3) BEAN EMPLOYEE OF THE VARIANCE HOLDER WHO WILL BE RESPONSIBLE FOR THE TRAINING ANO CONOUCT OF THE OPERATOR. ‘--

g. •1

h. ❑

L ❑

1. •1

k. *

THE MAXIMUM LASER PROJECTOR OUTPUT POWER WILL NOT EXCEED THE LEVEL REOUIREO TO OBTAIN THE INTENDED EFFECTS.

THE Projection SYSTEM (1.E., THE PROJECTOR ANO ALL OTHER COMPONENTS USEO TO PRODUCE THE LIGHTING EFFECTS) WILL BE
SECURELY MOUNTEO OR IMMOBILIZED TO PREVENT UNINTENDED MOVEMENT OR MISALIGNMENT. BEAM LIMITERS WILL BE PROVIDEO
AS AN INHERENT PART OF THE SYSTEM DESIGN TO PREVENT OVERFILLING OF SCREENS, BEAM STOPS, TARGETS, ETC.

USER PROJECTORS WILL NOT BE OELIVEREO TO ANY OTHER PARTY UNOER AN AGREEMENT OF SALE, LE4SE, OR LOAN UNLESS ANO
UNTIL THE RECIPIENT DEMONSTRATES THAT THEY HAVE A VARIANCE IN EFFECT AT THE TIME OF OELIVERY THAT PERMITS THEM TO
PROOUCE LASER LIGHT SHOWS INCORPORATING SUCH PROJECTOR.

IN ADOITION TO THE REQUIREMENTS OF 21 CFR 1040.10(h), THE MANUFACTURER OF IASER PROJECTORS/SYSTEMS WILL PROVIOE TO
PARTIES WHO PURCHASE, LEASE, OR BORROW THE EQUIPMENT, ADEQUATE USER”S INSTRUCTIONS FOR SAFE INSTALLATION ANO
OPERATION ANO WHICH EXPIAIN THE RESPONSIBILITY OF THE RECIPIENT AS AN INOEPENOENT LIGHT SHOW MANUFACTURER TO
SUBMIT THE RE(XJIREO REPORTS ANO APPLY FOR ANO OBTAIN A VARIANCE FROM CORH PRIOR TO INTRODUCTION INTO COMMERCE OF
ANY LASER LIGHT SHOWS.

THE REQUIREMENTS OF 21 CFR 1002.30(aXl) ANO (2) WILL BE ACCOMPLISHED THROUGH THE USE OF WRITTEN PROCEDURES FOR SETUP,
‘AL16NMENT, TESTING, ANO PERFORMANCE OF EACH SHOW. THESE PROCEDURES WILL BE IN SUFFICIENT DETAIL TO ENSURE COM.
PLIANCE WITH 21 CFR 1040.10, THE CONDITIONS OF THIS VARIANCE, ANO THE CONTROL OF ACCESS TO RAOIATION AREAS USING THE
PROCEDURES DESCRIBEO. IN THE ANSI 2138.1 STANOARO FOR THE SAFE USE OF LASERS (AMERICAN NATIONAL STANOARDS INSTITUTE,
1430 BROAOWAY, NEW YORK, NY 10018) OR ANY OTHER EQUIVALENT USER CONSENSUS STANOARD ANO, WHERE APPLICABLE, STATE OR
LOCAL REQUIREMENTS. LASER RAOIATION AREAS WHICH CAN CONTAIN RAOIATION LEVELS ABOVE THE LIMITS SPECIFIEO IN 21 CFR
1040.1 l(c), WII.L BE CLEARLY IOENTIFIEO BY THE POSTING OF WARNING SIGNS ANO/OR RESTRICTING ACCESS THROUGH PHYSICAL
MEANS (SUCH AS PRESSURE SWITCHES, PHOTOCELLS, BARRIERS, GUAROS, ETC.). THESE REQUIREMENTS APPLY TO TEMPORARY AREAS
(SUCH AS OURING SET-UP ANO ALIGNMENT PROCEDURES) ANO TO FINAL OR PERMANENT AREAS. THE VARIANCE HOLDER WILL RETAIN
THE RECORDS OF THESE PROCEDURES ANO THE RESULTS OF ALL TESTS AS REQUIRED BY 21 CFR 1002.31. A COPY OF THE VARIANCE
APPLICATION, THE APPROVAL L~ER, OIJRRENT PROCEDURES, AND RECORfjS RELATING TO EACH pARTicUIJiR SHOW Wild- BE WITH
THE OPERATOR OR OTHER RESPONSIBLE IN OIVIOUAI- ANO WILL BE MADE AVAIU@LE FoR INSPECTION BY FOA AF40 OTHER RESPONSI-
BLE AUTHORITIES.

FORMFDA3147 (3/37)

,



A—-

1. w‘ DVANCE WRITTEN NOTIFICATION V ‘= 9E MAOfE AS EA= “\S POSSleLE TO APPROpRl~ ‘$DERAL STATE, ~ LOCAL AUl~ORITIES

PROVIOING SHOW ITINERARY WITH . .S ANO LOCATtOt ._ JLEARLY ANO COMPLETELY TtFIEO,AND A BAsIC DESCRIPTION OF
,

PROPOSED EFFECTS INCLUDING A STATEMENT OF THE MAXIMUM pOWER OUTPUT INTENDED. SUCH NOTIFICATIONS WILL BE MADE, BUT
.- NOT NECESSARILY BE LIMITED, TO:

THE CENTER FOR DEVICES AND RADIOLOGICAL HEALTH, OFFICE OF COMPLIANCE (HFZ.31ZJ 8757 GEORGIA AVE., SILVER SPRING, MO

20910, PROVIDING THE INITIAL AND CLOSING DATES FOR FIXED INSTALLATIONS AND THE ITINERARY FOR MOBILE SHOWS. IN AODI.
TION, UNLESS ALL ASPECTS OF EACH SHOW HAVE BEEN REPORTED AND THE ACCESSION NUMBERS CLEARLY REFERENCED, EACH
NOTICE WILL INCLUDE DETAILED DESCRIPTtONS OF EACH SHOW AND A LISTING OF AU EFFECTS TO BE PERFORMED IN SUFFICIENT
DETAIL TO CONFIRM COMPLIANCE WITH THE REGUtJ4T10NS AND THIS VARIANCE.

THE FEDERAL AVIATION ADMINISTRATION (FAA) FOR ANY PROJECTIONS INTO OPEN AIRSPACE AT ANY TIME (I. E., INCLUDING SET-UP.
AUGNMENT, REHEARSALS, PERFORMANCE% ETC.). IF THE FAA OBJECTS TO ANY LASER EFFECTS, THE OBJECTIONS WILL BE RE.
SOLVED AND ANY CONDITIONS REQUESTED BY FAA WILL BE ADHERED TO, IF THESE CONDITIONS CAN NOT BE MET, THE OBJEC-
TIONABLE EFFECTS WILL BE DELETEO FROM THE SHOW.

~(,) STATE AND LOCAL RADIATtON CONTROLOFFICESIAGENCIES FOR ALL SHOWS TO BE PERFORMED WITHIN THEIR JURISDICTIONS. ALL
b, REQUIREMENTS OF STATE AND LOCAL LAW WILL BE SATISFIED AND ANY OBJECTIONS RAISED BY LOCAL AUTHORITIES WILL BE RE.

SOLVED OR THE EFFECTS DELt?fEO. (LISTS OF FEDERAL AND STATE OFFICES ARE AVAILABLE FROM THE CENTER FOR DEVICES AND
RADIOLOGICAL HEALTH UPON REQUEST.)

14. REMARKS

..

..

,: .-.

CERTfFICATfON

I CERTtFY that all of the above information and statements are true, complete, and correct to the best of my knowledge and acknowledge t~t mY
vartance application m4y be denied of My VSftSllCS may be revoked if this application iS found to bO fals~ m~le~tng, or incorrect in -y material way.

I have submitted and will submit ail fOpOI’tS rI@d by 21 CFR 1002.10 and 1002.12 on the laser ‘quipmmt and sf’Iow(s). I further understand that I
may be rquir~ by regulation or by the Director, Center for Devices and Radiological Health, to supply Such Other information as may be necess& to

avatuate and act on this application.

15. SIGNATURE ?6. NAME (TyPs Or Print) 17. TtTLE

FORM” F9A 3147 wen * usoovERMiNrAmmlw-12%%A59119 Ok 7m
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